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SUBJ: RECALL OF MEDICAL DEVICE-BENNETT MONITORING SPIROMETER 
AND ALARM 

REF: SYDNEY 0068; STATE 01981 

1. FDA ADVISES THAT NO RPT NO RECALL OF BENNETT DEVICES HAS YET 
OCCURRED. FINAL DECISION REGARDING RECALL STILL PENDING. 

2. EXTENT OF PRESENT ACTION IS TO ASSURE THAT CONSIGNEE 

IN RECEIPT OF LETTER FROM FIRM TO DISTRIBUTORS WHICH ADVISES 
THAT USERS OF THE DEVICES SHOULD ENSURE INTEGRITY OF BOTH 
EXPIRATORY DIAPHRAGM VALVE AND ITS CONNECTING RUBING WHEN 
CONNECTED TO ANY PRESSURE OR VOLUME VENTILATOR PRIOR TO 
AND DURING USE OF SUCH APPARATUS. CONSIGNEE MAY OR MAY NOT 
HAVE BEEN RECIPIENT OF WARNING LETTER. KISSINGER 
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